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DETAILED ACTION 

Election/Restrictions 

Applicant's election of the invention of Group I, claims 1-8 and 17-20 in the reply 
filed on August 9, 2005 is acknowledged. Because applicant did not distinctly and 
specifically point out the supposed errors in the restriction requirement, the election has 
been treated as an election without traverse (MPEP § 818.03(a)). 

Claims 9-16 and 21-24 are withdrawn from further consideration pursuant to 37 
CFR 1 .142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on August 
9, 2004. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 1 02(e)). 

Claims 1-3, 6, 17-18, and 20 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Bell et al. (US2003/01 39381 ). 
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Bell et al. teaches a composition comprising estrogen, progesterone and 
fluoxetine (See claims 48, 69, and 73 for example). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 4-5, 7-8, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bell et al. 

Bell et al. teaches a composition comprising estrogen, progesterone and 
fluoxetine (See claims 48, 69, and 73 for example). Bell also teaches the 
pharmaceutical composition may be formulated into transdermal patch and vaginal ring 
(See paragraph [0039]). 

Bell et al. does not expressly teach the product as formulated into transdermal 
patch and intra-vaginal ring. 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to formulate the composition of Bell into transdermal patch and vaginal ring. 

One of ordinary skill in the art would have been motivated to formulate the 
composition of Bell into transdermal patch and vaginal ring. Since the composition of 
Bell can be formulated into transdermal patch and vaginal ring, it would be obvious to 
one of ordinary skill in the art to formulate the composition into either pharmaceutical 
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dosage forms as the selection of one or another known pharmaceutical dosage form 
would be seen as a simple selection from among obvious alternatives. 

Claims 1-4, 6-7, and 17-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Studd et al., (Advances in Gynecological Endocrinology, 12/2000, 
pages 83-89) and Freeman et al., (Archives of General Psychiatry, 1999;56(10):932- 
939). 

Studd et al. teaches a method of employing estrogen patch and progesterone to 
treat Premenstrual syndrome (See pages 84-85). 

Freeman et al. teaches selective serotonin reuptake inhibitors as useful in 
treating premenstrual syndrome (See the abstract). 

The primary references do not expressly teach a composition comprising 
estrogen, progesterone, and selective serotonin reuptake inhibitors. 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to incorporate estrogen, progesterone, and selective serotonin reuptake 
inhibitors into a single composition. 

One of ordinary skill in the art would have been motivated to incorporate 
estrogen, progesterone, and selective serotonin reuptake inhibitors into a single 
composition. Combining two or more agents which are known to be useful to treat 
premenstrual syndrome individually into a single composition useful for the very same 
purpose is prima facie obvious (See In re Kerkhoven 205 USPQ 1069). Furthermore, 
formulating the combination composition into a transdermal patch or oral formulation 
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would be obvious as the selection of one or another known pharmaceutical dosage form 
would be seen as a simple selection from among obvious alternatives. 

Claims 5 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Studd et al. and Freeman et al. as applied to claims 1-3, 6, 17-18, and 20 above, and 
further in view of Bell et al. 

Studd and Freeman suggest a composition comprising estrogen, progesterone, 
and selective serotonin reuptake inhibitors. 

Studd and Freeman do not expressly teach the product as formulated into 
transdermal patch and intra-vaginal ring. 

Bell et al. teaches a composition comprising estrogen, progesterone and 
fluoxetine (See claims 48, 69, and 73 for example). Bell also teaches the 
pharmaceutical composition may be formulated into transdermal patch and vaginal ring 
(See paragraph [0039]). 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to formulate estrogen-progesterone-selective serotonin reuptake inhibitors 
composition into vaginal ring. 

One of ordinary skill in the art would have been motivated to formulate estrogen- 
progesterone-selective serotonin reuptake inhibitors composition into vaginal ring. 
Since vaginal ring is known to be useful in delivering estrogen-progesterone-selective 
serotonin reuptake inhibitors composition according to Bell et al., one of ordinary skill in 
the art would have been reasonably expected to be effective in formulating estrogen, 
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progesterone, and selective serotonin reuptake inhibitors into vaginal ring. The selection 
of one or another known pharmaceutical dosage form would be seen as a simple 
selection from among obvious alternatives 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571) 272- 
0626. The examiner can normally be reached on Mon 9:00 to 1 :00, Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). /? 
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